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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 



TEVA PHARMACEUTICALS USA. INC, et al. 



Plaintiffs, 



V. 



THE UNITED STATES FOOD 

AND DRUG ADMINISTRATION, et al. 



Defendants. 



Civ. No. 99-00067 (CKK) 

On Eemand From The 
Unted States Court Of 
Appeals For The District Of 
Columbia Circuit 



REPLY MEMORANDUM OF TEVA PHARMACEUTICALS USA, INC. 

IN SUPPORT OF APPLICATION FOR TEMPORARY RESTRAINING ORDER, 

AND MOTION FOR PREUMINARY AND PERMANENT INJUNCTIONS 



As Teva demonstrated in its rraiewed motion for injunctive relief, the Court of 
Appeals has rejected the rationale initially put forth by FDA in support of the agency's 
refusal to treat the "case or controversy" dismissal of Teva's declaratoiy judgment action 
as a "court decision trigger" under 21 U.S.C. § 355G)(5)(B). The Court of Appeals 
remanded to this Court to allow FDA the opportunity to further explain the bases for its 

position. Teva v. FDA . F.3d , at_^ 1999 WL 506959 * 6 (D.C. Or. 1999), and 

FDA has done so, filing a memorandum in opposition to Teva's request for injunctive 
relief, accompanied by the sworn declaration of Douglas Spom, Director of the FDA*s 
OfSce of Generic Drugs ("OGD"). 
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According to FDA's submissions, (he agency's refiisal to make leva's ANDA 
effective was based on two fectors: (1) the agency's belief that it is only required to look 
at the "face" of the court order to determine whether the court decision was a triggering 
court decision, FDA 0pp. at 4,9, and (2) the agency's unsupported concern that a 
decision in leva's favor in the specific context of this case "would require FDA to make 
similar detetininafions in future cases about private patent litigation that FDA does not 
have the resources nor the expertise to make." FDA 0pp. at 3-4. 

The Court of Appeals has already squarely addressed and rejected FDA's "face of 
(he order" interpretatioii, and the agency*s unsupported convenience arguments are 
irrelevant to the issue of statutory construction upon which this case turns, and do not 
constitute a leasonable basis for FDA's decision m this case. Accordingly, because FDA 
has not provided any new statutory justification that would support the agency's decision 
in this case, the Court must now compel FDA to make leva's tentatively-approved 
ticlopidine ANDA immediately effective. 



I. 

BECAUSE FDA HAS OFFERED NO NEW STATUTORY BASIS 

FOR ITS REFUSAL TO MAKE TE VA'S ANDA EFFECTIVE, TE VA IS 

ENTITLED TO PRELIMINARY AND PERMANENT INJUNCTIVE RELIEF 



A. The Court Of Appeals Has Reitcted FDA*s "Face of The Docnment'' Test 
The opinion of the D.C. Circuit in this case, and Teva's original and renewed 
motions for injunctive relief, analyzed in detail the reasons FDA was obligated under the 
FDCA to treat the=CaIifomia court's dismissal of Teva's Hatch-Waxman Declaratory 
Judgment Action as a "court decision" that triggered the start of TorPharra's 1 80-day 



'. 7. 
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"exclusivity" peribi on August 14. 1998.' Specifically, the Court of Appeals looked 
beyond the face of the-court cider to discern the underlying holding of the case, which 
the Court concluded was that Syntex is estopped ftom enfordng its patent against Teva. 
Because FDAhad Wgued in this Ktigation that it reached its decision by reference solely 
to the face of the orfer. the Circuit court invited FDA, on this leraand, to provide any 

¥ 

substantive reasons that the California court decision does not satisfy the statutoiy court 

i; 

decision requirements of 21 U.S.C. § 3550)(5)(B)(iv)(II). 

In response, &e agency has merely repeated the same "face of the order" 

4 

argument that has already been rejected by the Court of Appeals, Compare FDA 
Renewed Opp. at 4, (declining to make any substantive inquiry beyond what is "readily 
apparent fix>m the face of the court order") (emphasis added) and 9 (comparing the "fece 
of the court order in Glaxo v. Boehrineer . with the order in Teva v. Svntex) . with FDA's 
Initial Opposition .to leva's request for injunctive relief at 3, 12 (explaining that its 
decision was based on the conclusion that "the dismissal of leva's (declaratory 
judgment] case is not, on its face , a decision of a court holding the patent to be invalid, 
not infringed, or unenforceable ") (emphasis added). See dso Syntex Initial Opp, at 12 

i 

CThe order in the declaratory judgment action on its face makes no finding or conclusion 
regarding infringement of Roche's *592 patent ") (emphasis added). 

Rather than actually having considered Teva's 1 80-day exclusivity situation on an 
Individual *'casc by case basis" as FDA committed to do in its June 1 998 Guidance for 
Industry* FDA now admits that it declined to consider the underlying merits of Teva's 
request in favor of a narrowly limited inquiry as to what appears on the face of ttie order 



i'l 



* T«va bad also provided FDA with a sfmilar Analysis innnediately after issuance of the CalifomiA 

court decision, seg SpH^m DecL % 9. 
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or j«dgm«.t TOsWroach. however, does no. provide =ny new st^tory inten«tH«o„ 

> 

which the Court could uphold FDA's refusal to make Teva's ANDA effective as of 



upon 



Febnary 10, 199^^V 



B. FDA May Not Justify Its Faflure To Properly Apply The Statute 
Based On Alleged Future iBCOBvenience To Th e Agency 

As noted above, FDA has argued that making 1 80-day exclusivity decisions on a 
"case by case" basis entails significant burdens, and that FDA denied Teva's request to 
recognize the California court decision as a "court decision trigger" in large measure to 
avoid having to engage in po^ntial future '^case by case" analysis involving other types 
of court decisions. ' S^ FDA's 0pp. at 2, 4-6; Declaration Of Douglas Spora C'Spora 



-«■ 



DecL'O at %% 13- 14- However, the Court of Appeals remanded this case, in part, to allow 
FDA a final chance to "explain why [the California court decision] fails to meet the 
[statutory] requirements of a [triggering] 'court decision' under [21 U,S,C.] § 
355(j)(5)(B)(iv)(II);' Teva at * 6. The Court of Appeals did not express any interest in 
how difficult FDA thinks it might be to apply the statute in future cases, nor is the 
difficulty of FDA's statutory duties relevant to whether its decision on Teva's ANDA 



i' 



may stand. Indeed, quite to the contrary, the Court of Appeals specifically foreclosed the 

t I 

possibility that itiwould have been permissible for FDA to refuse to consider Teva^s 

■ 

request on the merits, in light of the agency*s commitment in its guidance to evaluate all 
ISO-day exclusivity matters on a/'case by case'' basis, and the right of litigants to have 
their claims adjudicated by the agency. Teva at * 8- 



• ^\ 






* f 
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FDA's explanation of its decision to refiise to make leva's ANDA effective also 
demonstrates that FDA did exactly what the Court of Appeals said it was not permitted to 
do -the agency sought to "avoid ihc merits of leva's claim." TeviatM. Congress, on 
behalf of the American people, expects a lot from FDA, and it is simply no answer for 
FDA to tell an AiAa applicant such as Teva, who, at great expense, has followed the 
statutoiy procedin4 to obtam effective approval that the agency does not have the 
"expertise" or resources to make the decisions required under the statute. FDA's 
gonv«iience arguments must be rejected. 



C. The Cottijt Of Appeals Has Already Rejected FDA's Explanation 
For Its Disparate Treatment Of Fupctionallv Identical Cases 



FDA utterly fails in its effort to explain what the Court of Appeals described as 

* I 

1 

the ''mystery" of the agency*s disparate treatment of the Teva declaratory judgment 
dismissal and the pourt decision in Glaxo v. Boehrineer . seg Teva v. FDA 1999 WL 
506959 at * 8. Specifically, the Court of Appeals found it incumbent upon FDA to 
explain *Vhy it would recognize a grant of partial summary judgment, based on the 

patent holder's admission of noninfringement, as a 'court decision' in Granutec ^ WL 

'\ 
153410, at *5, but decline to give similar effect to a dismissal based on a finding of no 

reasonable apprehension of suit arising from the patent holder's admission of 

noninfringement" Teva v. FDA at * 8. FDA's only answer is to repeat the explanation it 

gave in its appealibrief in this case, which was rejected by the Court of Appeals. As 

explained below, FDA's reasoning remains a wholly insufScient basis for the agency's 

• i 

decision in this case. 



.f 
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FDA's refiisal to start leva's 180-Day Delay Period is unreasonable because it is 
contraiy to the agency's prior decision to activate the Court Decision Trigger in response 
to the claim-dispositive "court decision" in Glaxo. Inc. v. Boehringer Jngelheim Coip,. 
No. 3:95-CV-0l342 (D. Conn. Oct 7, 1996) (copy attached) even thougli, just as in Teva 
V. S-vntex. thai court decision was directly based upon the patent holder's express 
concession of noii-infringement. §eelevaat*8. It is well established that "an agency 
may not 'treat Jik^ tases differently.'" Freeman Engineering Asso ciates v. Federal 



.';. 



rommuTiications Commission. 103 F.3d 169, 178 (D.C Cir. 1997) (quoting Ainnail£ 



-•-■i^^^^v*"**"^^ 



Corp. V. FAA. 75i. F.2d 685, 691 (D.C- Cir. 1 985). See also United States v. Di'apulse 
Corporation of America. 748 F.2d 56, 62 (2d Cir. 1984) (FDA may "not 'grant to one 

■ 

person the right to. do that which it denies to another similarly situated.'") (quoting Marco 
Sales Co. v, FrCM 53 F.2d 1, 7 (2d Cir- 1971)); Bracco Diagnostics^ Inc. v. Shalala , 963 
F.Swpp, 20, 27 (I)-D.C. 1997) C'Our court of appeals has repeatedly held that 'an agency 
niust treat siroilar cases in a similar manner unless it can provide a legitimate reason for 
failing to do so.?*ai f quoting Independent Petroleum Asgociation of America v. Babbitt , 



1 .'-), 



92 F3d 1248 {D.^-Ot. 1996)). 

FDA tried to explain away its disparate treatment of these two substantively 
equivalent court decisions by arguing that ^the court 'decision^ in FGlaxo v, Boehrinser] 
was a partial summary judgment, followed by the eventual entry of a final judgment of 
non-infringement;i Thus> the ^decision of a court' in fBoehringerl was a final decision on 

m 

the merits of the case " FDA Appeal Brief at 21-23 (citation omitted). However, the 
facts of the Boehringer case show that FDA's distinction is fallacious, and that the 



■•-i: 



' " w 



• '►.! 
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similarities betweiri the two cases are even stronger than the respective one-page orders 

'1 * 

sug^st. ^-r 

First. FDA claims that its disparate decision making is justified because "in 
reviewing the Boehringer decision. FDA could readily detennine that there was a court 
decision, on the nierits, holding the Glaxo patent not infiinged by Boehringer [but] [t]he 
California couitVoider was not such a holding." FDA Opp. at 9-10. This is the same 
thing FDA argued, unsuccessfiiUy, to the Court of Appeals, seg FDA Appeal Brief at 22 

r 

(the order dismissing Teva's complaint "says nothing about the validity, infringement, or 
enforceability of Jlie patent.")- As the Court of Appeals recognized, this explanation is 

-■ ■ ► 

flawed because the order in the Boebringer case has no findings on the factual merits 
regarding the validity, infiingement, or enforceability of the patent. The Boehringer 

I 

court order merely noted that a motion for summary judgment had been filed, and, rather 
than concluding "on the merits*" that there was no hifringement, the court granted the 

■ » 

motion solely "basgdon [Glaxo'sJ express concession" of non-infringement (Copy 
attached). Likewise, the dismissal in Teva was ^ *based on all of the evidence " Tevav, 

Svntex Order at 2-,, which consisted of Syntex's express concession of non-in£:ingement, 

., I' 

as well as its express promise not to enforce the patent against Teva, See Teva at *5 - *6, 
Moreovef^FDA's suggestion that the relevant order in Glaxo v. Boehringer 

•* 

differs from the order hi Teva v, Svntex by reason of being a "decision on the merits*' is 
simply not supported by the facts. In both cases the dispositive concessions of non- 
inj&ingement upon which the courts relied were the consequence of a scientific 
examination of thi5 generic version of the drug that revealed that there was no 
infringement Li Boehringen Glaxo made its concession of non-infringement after court- 
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appointed expertsjdetennined that Boehringer's poduct did not contain the allegedly 
infiinging fotm of the drug at issue. The court, however, never specifically adopted the 
findings of the scMfic experts, but based its decision solely on Glaxo's concession of 
non^fnngemenll See Oaxov^Bo^jrisger. 962 F.Supp. 295. 296 n. 1 p. Conn. 1997), 

affd, 119 F3d 14 (Fed. Or. 1997). 

In Tfeva V - Svntex, the court specifically considered the evidence (presented by 
Syntex itself thatSyntex*s concession of non-infiingement and promise of non- 
enforcement ^-o^.- «ftoT <; Y»teY*s ftwn examination of leva's ticlopidine foimulation and 

I 

product samples revealed that there would be no infnngeroent by Teva's product. See JA 
205-206, 216, 22p-221, 226-233, 238 (copies attached at tab 3). The only difference 
between the two cases is that in Glaxo v. Boehringer . the scientific examination that led 

1*- 

to the concession ;bf non-infringement occuned well mtp the active litigation phase of the 
case, whereas in Teva v, Svntex. the scientific examination that led to the concession of 

i 
I " 

non-infringement took place before any litigation, allowing Syntex to seek final 
disposition under the guise of a case or controversy dismissal Thus, as the Court of 
Appeals has ruled, for puiposes of the Hatch-Waxman provision at issue here, the Teva v. 
Syntex decision jros as much a decision ''on the merits" as the decision in Glaxo v, 
Boehringer, and should have been treated as such by FDA. See Teva 1 999 WL 506959 at 



^8. 



% ! 



'. r 



^ Whtn the Oc^tobcr 1, 1996 sumnifliy judgment order and another panial sunirnary disposition id 

Glaxo V. Boghnggcr .wgre later made 'Tuisl" for purposes of allowing an interlocutory appeal, tte court did 
not make any &ctual findings respccling 4e October order, 962 F.Supp- 295, and Glaxo did not appeal that 
Olden Iss Granutec v, Shala1a> 1998 WL 153410 at **5. 

^ The fad that the court in Glaxo v^Boehringer could have disposed of the relevant palcni claim l?y 

way of a case or controversy dismissal under gupgrSack and Spectronica further highlights that FDA's 
decision on Teva's ANDA was based on an nrtreasonably narrow statulory interpretation- 



8 
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FDA has filled to offer any legally sufficient justification for its refusal to raalce 
Teva's ticlopidin^^ANDA effective as of February 1 0, 1999,and accordingly the Court 
should order FDAto immediately make Teya's ANDA effective. 



iX 



SYNTEX'S OPPOSITION PROVIDES NO BASIS 

: TO urnv the relief TEVA 



S^ ac^lcag^ that *e ecu. of Appeals ^o«=d Teva's posiUon in this 
case, necessarily rejecting the reasoning provided in FDA's briefs in this case, see Syntex 
0pp. at 3, and thi^ based its o|^osition to Teva's renewed motion for injunctive relief 

1.' 

primarily on thebelief that FDA would provide a new and different basis for the agency's 
refusal to grant effective approval of Teva's ANDA. H^ at 4 (suggesting that "there is 
absolutely no basis to conclude that it is likely that FDA will be unable to provide an 

■ '. 

explanation that i^ould be upheld, in light of the highly deferential Chevron standard of 
review,"), Syntex even suggested several arguments it hoped FDA would make in 
support of the agency's decision in this case, id, at 4-6, 

Howeveri.as Syntex also acknowledges, those arguments may only be considered 
if they are in factijhe agency's reasons for its decision, FDA did not ori^nally base its 
decision on anypfiSyntex^s proposed rationales, nor has the agency adopted any such 
reasoning at thisj^tage of the case. Rather, FDA's explanation merely reiterated old 
arguments that have been thoroughly parsed and resolved by the Court of Appeals, all in 

* i ' 

Teva'sfavor. ^: 



r r 



J^.. 



■' <<^ -vr ^tit ^r 
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Finally, Synjex also acknowledges that once FDA provided its explanation of its 
decision on Teva's ANDA. (which FDA provided with the agency's response to Tcva 
renewed motion), then a final decision on the merits would be appropriate. Syntex 0pp. 

I 

at 7 Because FDX has profiered no new reasons that have not been fully evaluated by 
the hearing on thjpresent motions with the determination of the merits pursuant to Fed. 

I 

R. Civ. P. 65(a)(2)- Syntex has been contacted with respect to that motion but does not 



ai 



take a position at this time- FDA, Purepac, and Invamed also have not yet taken a 



^r 



position. TorPharjn opposes a Rule 65(a)(2) consolidation- 






j; ni. 

1 * 

TpRPHARM»S OPPOSITION PROVIDES NO BASIS 
TO DENY THE INJUNCTIVE RELIEF TEVA REQUESTS 

TorPharmmakes two principal arguments in its effort to further delay Teva's 

I. - 
entry into the genfeiic ticlopidine market: (1) that the California court decision did not 

have preclusive 'effect on Syntex' s ability to sue Teva for patent infringement, TorPhann 

Opp. at 8-16; andtCZ) that the balance of hanns and the public interest do not support 

Teva's requested jinjunction, id. at 17-23, These arguments are unavailing to TorPhann. 

Specifically, TorPhann cannot prevail on its claim that the California court decision does 

* 

not have preclusive effect because (1) the Court of Appeals decision has squarely held 
that *the Califoniia dismissal supports estoppel to the same effect as the grant of paitial 
sunraiaiy judgment [in Glaxo v. Boehrineerl ." and (2) the FDA does not assert fliat the 
California court decision is not preclusive, but rather simply that the agency was 



1 
1 1 






i^ 



I'i in 
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imwUittg to evalukte the preclusive effect of that decision at the tune it ruled on Teva's 
request for a Febnwiy 10, 1999 effective date for its liclopidine ANDA. 

ToiPhaim's arguments regarding the balance of hanns and the public interest are 
irrelevant to the ultimate merits of the case, which should be decided concuirently with 
the present motion for preliminary relief, pursuant to Fed. R. Civ. P. 65(a)(2). In any 
event, TorPharm's harms analysis is based in large part on misrepresentations of fact, and 



IS 



otherwise msuffident to overcome Teva's showings on all four prongs of the 



preliminary injunction test 



A. This Court May Not Accept TorPharm's Request To Disregard The Court 
Of Appeab* Holding That The California Court Decision Has Preclusive 
Effect With Respect To The Patent 



TorPharm argues at length that ttie California court decision m Teva v. Svntex 
cannot be a court decision trigger because the decision does not have preclusive effect 
with respect to Syntex's ability to enforce the patent against Teva- TorPhaim Opp- at 8- 

■ 

16. TorPharm's argument, however, is diiectly counter to the Court of Appeals' holding 
that the California dismissal has preclusive effect, see Teva at *5 - *6, a holding that 

• .: * 

r • 

cannot be changed by this Court on remand. 



.1,-1 



Moreover) TorPharm's argument is leased on a strained parsing of the underlying 
facts and the legal bases upon which the Court of Appeals concluded that the California 
court decision has preclusive effect. Specifically, TorPhaim argues that it is only 
Syntex^s concession of Teva's non-infiingement that has preclusive effect^ even though, 
as the Court of Appeals discussed at length, and as TorPharm itself admits* (he 
concession fonned the necessary evidentiary basis for the court*s decision dismissing 
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leva's declaratoryjudgment action. Jej^. 1999 WL 506959 at '5 - *6. Although 
TorPhann spends several pages of its opposition seeking to support its contention that "it 
is Roche's letter, ijot the court decision dismissing the case that has preclusive effect," 

t I 

TorPhann 0pp. ata2, TorPhaim's argument fails for the simple reason that under its 
proposed analysisi^jhe concession of non-inftiiigement by Glaxo in Glaxo v, Boehringer, 
would also be theonly preclusive element of that case, and FDA would have been ¥TOng 



\.\ 



to determine that the court*5 subsequent partial summary judgment order (wtdch was 

I' 

based exclusively on that concession) was a court decision under 21 U.S-C. § 
355(j)(5)^)(iv); ^However, TorPhann has not suggested that the Boehringer. court 

4 

dedsion was not a. triggering court decision, and in the face of this inconsistency> 

r 
" I 

TorPhann*s argument falls flat. 



t • 



■ V.\l 

B, There Should Be No Reiwattd To FDA 






Toiphann urges this Court to remand this case to FDA so that "FDA could then 
outline its tentative views [about whether Torphami is entitled to 180 day exclusivity] 

i 
1 

and receive comments from all interested parties-not just those who have been granted . 

t 
intervenor status m this litigation-before foimulating a final view that could be tested in 

this Court**- Torphann Mem. at 7-8, TorPharm's request is self-serving and would 

•■ ^ 

achieve no usejful'purpose in light of FDA's complete explanation for its decision in this 

. J 1 
•■::\ 
case. Indeed, neither of TorPharm^s co-defendants, FDA and Syntex have sought remand 



> -ii. • 



to FDA, or suggwt that there is need for any further explanation ftom the agency on this 
issue- Moreover, in light of FDA's explanation, there is nothing more that FDA could 



*•'; 



4 
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i I 

V3 



possibly add to itsj^xplanation that would not be mere post-hoc rationalization, which of 



course would be entitled to little credence. 






C TDrPhara's Balance Of The Hanas/PubUc Interest Arguments Are 
Irrelevant To The Courtis Final Determination On The Merits, And 
Thp y ArevAlso Insaffident To Defeat Preliminar y Iniunctive Relief 



■■■■, 






Teva is to&y filing a motion under Fed. R. Civ. P. 65(a)(2) to consoUdate the 

»'' * 

merits detenninalon with the hearing on leva's renewed motion for preliminary 

'\ 

injunction. The bisis for that motion is that all legal and factual issues necessary to a 
final detenninatioii of this case are now fully developed and are before the court in the 
parties' submissions on Teva's renewed motion. Thus there would be nothing new for 

I 

the Court to consider in a future hearing on (he merits, and this case can be finally 

I'. 
resolved without jifinrfeer briefing. Of course, because this is an Administrative Procedure 



>.' 



Act case that must be decided on the merits of the competing statutory interpretations, the 
factual issues necessary in deciding a preliminary injunction motion - i.e. of the balance 
of haims between and among the parties and the public - are inelevant to the ultimate 
determmation. Accordingly, TorPhaim's extended arguments regarding its alleged 

I . 

investments and expectations, the relative size of the companies, leva's alleged lack of 
irreparable haim; and the preposterous claim that the public is not injured by the lack of 
greater generic competition for ticlopidine, are of no consequence to the ultimate decision 



* If this Corift were to remand this case to FDA for yet another round of explanation* the Court 

should also vacate the FDA decision thatTorPhann's 180-day exclusivity has not yet expired, because the 
agency has not adopted an intelligible decisional slnndard. S^ generally, ^ jrmark Cyrp. v. F,A A., 758 
F 2d 685, 695 (D.C: Or, 1985); Genera! Elec. Co. v. United States DgoH of Commerce, 12S F3d 767, 775 
(D C Or. 1997); and ICJdnev Center of Hollywood v. Shalala. 133 F3d 78, 87-88 tD-C. Cir, 1998). 



•> 
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here. Neverfheless^ Teva feels compelled to clarify for the record, several misleading 
impressions impa|ed by TorPhaftn's arguments on the pieliminaiy injunction factors. 

First, Torl^hann argues that it will be harmed by the effective approval of leva's 
ticlopidine ANDA 'because "TorPfaaim and Apotex have worked for eight years with the 
expectation that TorPhaim would receive the reward Congress intended for innovator 
[sic] of generic driig products - namely 1 80 days of exclusivity." TorPharm 0pp. at 22. 
This argument is based on a serious misrepresentation of fact, because until the Mova 
decision in April 1998, FDA regulations only provided the 180-day exclusivity period to 
first Paragr^h IV AND A applicants who had been sued by the patent holder within 45 
days of their Pafa^graph IV Certification, and had successfully defended that patent 
infringement law&it See Mova v. Shalala . 140F.3d 1060 (D.C Cir. 1998). TorPharm 
was never sued by -Syntex in response to TorPhaim's Paragrapli IV Certification, so 
TorPharm could never have had any good faith basis to believe that it would receive any 
exclusivity period for ticlopidine until less than a year before Teva brought this action. 

Moreovei7,'1he corollary to this fact is that until Mova. Teva, Purepac, and all 
other ticlopidine applicants operated under the certainty that they would receive effective 
approval as 5oon!as their respective ANDAs had completed final review at the agency 
because neitherTysrPharm nor any other applicant had been sued by Syntex as a result of 
their Paragraph W Certifications. Thus, but for Moya > Teva and Purepac would have 
been on the market at least a year before TorPharm and TorPharm would have had no 
basis to object about its allegedly dashed exclusivity expectations. 

In addition, TorPhann's assertion that the FDA's request that generic ticlopidine 
applicants develop and implement a post-approval education program means that Teva 
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could not have rec^ved effective approval prior to My 27, 1 999, TorPharm 0pp. at 1 9. ■ 
is simply false, because it was not until June 15, 1999 that FDA even made this request of 
Teva and other applicants. As of February 10, 1999 there was no FDA request for such 
post-approval prbi^s. and Teva would have been fiiUy eligible to receive effective 

approval on that date, but for the Court's denial of leva's initial 'motions for a TRO and 

\ V 
preliminary injuncfion. 

Finally, ndther TorPhaim, n)A or Syntex has refuted that fact that under this 
Court's January ruling, the balance of hams considerations, if even necessary, must be 
judged in a light niitchinore favorable to Teva in light of Teva's substantial likelihood of 

* 

success on the merits. Thus, even if Teva's initial showing of irreparable harm was 
now more than iSfecient m light of the Court of Appeals' ruling, and the Court should 



■•a 



grant Teva's requested Injunctive relief. 
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CONCLUSION 



For all of ie foregoing reasons, and the reasons previously made known to this 

w ^ 
p , 

Court, Teva is entitled to issuance of an Order that requires FDA to make leva's 
tentatively appro^li ANDA for ticlopidine effective immediately. 
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Respectfully submitted. 
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